OEAEPAABHAS CAVKBA TIO HAA3OPY B COEPE SAPABOOXPAHEHM}I
(POC3APABHAASOR) o

PEFHCTPAHHOHHOE Y,[[OCTOBEPEHHE
HA MEAULIMHCKOE H3AEJIPIE
or 20 aBrycra 2020 ronza Ne P3H 2020/9612

Ha meauuunckoe uszgenme , - 5
Oanopasossrii crenziep EEA™ Auto Suture™ ¢ npumenennem Texno.nomu DST'-“
Series™ nus xupyprudeckux onepauuii npu FENODpiCH npo.rlance g

Hactosimee perucrpaliioHHOE YI0CTOBEpEHUE BBIIAHO

ObmecTBoO ¢ OrpaHHYEHHOH OTBETCTBEHHOCTHIO "Me)]Tponmc . :
(000 "Mearponnk'), Poccns, 123112, MockBa, HpecHeHcKaﬂ Ha6 , 11 10
9T1. 9, nomemnr. 111, kom. 41 : S 5

[IponzBoauTteb
"Kosuauen JIJIC", CIIIA, ' S
Covidien LLC, 15 Hampshlre Street, Mansfield MA 02048 USA :

MecTto HPOHU3BOJICTBA MCIIH[IPIHCKOFO HBIICJIH}I
CML.IIpH/TOKECHHU € '

Homep perucrpallmioHHOro 10cke Ne PIl—35409/57587 0T 12 08 2020
Kiacc noTeHIHaIbHOro pucKa npuMeHeHm{ MEJAHIUHCKOTO n3,11enml 26

Kox O6uiepoccuiickoro maccmbnxampa npoz:xymnn o BHIIaM 3KOHOMH‘{eCKOﬁ
AestepbHocty 32.50.13.190 . . SR

Hacrosiiiee perucTpaigoHHoe ynocmBepeHne AMEeT npmloxcenue Ha 1 nucre

3amecTuTE]Ib pyxosomnenﬂ depepaabHOM c.nymﬁbl
o HaA30py B cdepe 3ApaBOOXPaAHEHUS
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OEAEPAABHAS CAVIKBA 110 HAA3OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAA3OP)

MPUJIOMKEHHE

K PETHCTPALIHOHHOMY Y/IOCTOBEPEHHIO
HA MEAULIHHCKROE U3AEJIUE

ot 20 aBrycra 2020 roaa Ne P3H 2020/9612

Jiner 1

Ha MeARUHHCKOE H3eIme
Oanopasossiii creniep EEA™ Auto Suture™ ¢ npuvenennem rexnosornn DST
Series™ s Xupypruyucckux onepanuii npu reMoppoe i npoJjiance, B BApHaHTax

M

-
f"
D) HCIIOTHCHHS:
vy 1. Oanopazossiii creriep EEA™ Auto Suture™ ¢ nipumenennem TeXHOIOMMH DST Series'
¢ JUIS XHPYPIHUCCKHX OMepaliiii npu reMoppoe u rpojiance 33 MM - 3,5 MM, B COCTABC:
|41 I.1. Oxmopa3ossiit unpkynspibiit creriep EEA™ Auto Suture™ ¢ npumenennem " v
‘»\} rexnonorun DST Series™ auis xupypruueckux onepaiuii npu reMoppoe n npoJiarce 33 MM .,.,-‘<<
\ - 3.5 MM,
\ | 1.2. O1nopHbIii CTEPKEHD.
PR 1.3. TlopT nocrymna.
1.4. Anockorr. : /,
>§ 1.5. Paciunpurens. f
4 1.6. UHCTPYKLMS 110 IPUMEHEHHUIO. _
B 2. Oymopazossiii cteriep EEA™ Auto Suture™ ¢ npumeneimem texionorun DST Series'
& JUIS XHPYPIHUECKHX ONEpaLii pyu remMoppoe 1 npomnarce 33 MM - 4.8 MM, B COCTaBe:
2.1. Onnopasossiit wpkymspubiii creiep EEA™ Auto Suture™ ¢ npumenennenm
texnonornu DST Series™ juist Xupypruueckux onepaimii ipi reMoppoe u rpoJarce 33 M
- 4.8 mMMm.
2.2. Onopubli CTEPKEHb.
2.3. llopr pocryna.
2.4. Anockorl.
2.5. PaciuupuTeb.
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j:‘ 2.6. Muctpykuus 110 [IPHMCHEHHUIO.
=8 MecTo npou3Bo/ICTBa: |
o N 1. Covidien, 60 Middletown Avenue. North Haven, CT 06473, USA. f
y| 2. Celestica de Monterrey SA de CV, Calle Octava #102, Parque Industrial Monterrey. l

Apodaca, Nuevo Leon, 66600, Mexico.
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AEKTAPAIIEA O COOTBETCTBYM

OfmectBo ¢ orpanHTIeRHON OTRETCTBEHHOCTLIO "Mearporuk"; 000 "Mentposni"
(BONMEHOBANNE OPraUMSAtL H7H QaMHIIA, HMS, OTIECTED HHARBUAYANLHOTO NPE/MPILHMATENS, NPHHABLILL ACKNEDALIO O COOTRCTCTRHN)

Mexpattonras necnexuns Penepamsoit Harorosoit cays651 Ne 46 mo r. Mockse , 30.01.2008
CBONCHHR O NCTHCTRAI OPAlI3ALEL ST HIAHSIUTY ANEHOTO NPEAUPHITIMITSIA

OI'PH 1087746137247

(HanMeHosalHe PETHETPHPYIOWIEra OpFaya, AATA PEricIPALN, PEFHCTPALIOHTLLE HoMep)
Anpec: 123112, r. Mockga, [pecuenckas Hab., a. 10, 31.9, nom.HI, koM. 41, Tenedon: +7 (495) 580-73-77,
thake: +7 (495) 580-73-78

(aapec, Teneron, dakc)
B nnne  Temepamstoro mpextopa Ilisicynosoit Erensr Brxroposusl
{ROAKHOCTE, (HAMHIIA, AMA, OTHECTRO PYKOUDAITCIA OPTAHIIALIE, 0T HMCHE KOTOOM NpIHIMACTCH ReXAAPAIIA)
3amenger, aro Ounnopazosstit ereiep EEA™ Auto Suture™ ¢ nipavenenmem Texuomxorug DST
Series™ gas xmpyprusecicnx omepamuii npu remoppoe 1 nposAICe
(HaeOBAMKE, TIN, NAPKY NPOAYKLEN {YCTYFIL), 0 KOTOPYIO PACTPOCTPAIACTST RERIAPALHA)

Koa OKIIZ2 32.50.13.190 Koa THB3J1 9018 90 840 5

ko OK $05-93 ar (nm) TH B3J| CHI" unsr OK 002-93 (OKYH), ctenenus o CCPSRIOM BBIMYCKE LAK NAPTHH
CepuHHbLIHA BLITVCK
(HoMep nAPTHR, HOMEPA HINENH, PERBIENTS! JOFDEOPA (KONTPAKTR), HAKNAHAR)

"Kosupuen Jne", CITA,
Covidien Llc, 15 Hampshire Strect, Mansfield, MA 02048, USA

HANMEHONANILE IBIOTOBITENR, CTPAHRL H T.0L.

cootpercTRyeT Tpebosarmaa: TOCT P 50444.92 (Pa3n.3,4), TOCT 19126-2007 (Pasg. 5), TOCT P UCO
14630-2017, TOCT 21643-82 (Pasz. 2), TOCT F 52770-2016, TOCT 1SO 10993-1-201 1, TOCTISO 10993-
5-2011, TOCT ISO 10993-6-2011, TOCT ISO 10993-7-2016, TOCT ISO 10993-9-2015, TOCT ISO 10993-
10-2011, TOCT ISO 10993-11-2011, 'OCT ISQ 10993-12-2015

{0G03HRAEHIE HOPMATIBHLIN AOKYMEHTOR, COOTEETCTRHE KOTOPHIM [1OATECPKASHO KAHHION Zeenapauyedl, ¢ YRISAHNCM MYHKTOR JTHX HOPMATHEHAK
DOXYMEHTOR, concpianiX rpebobmis A aanmoll npoyxumy {yenyri))

Jexnapaing NpEHATA Ha OCHOBANUM: OPOTOKONA Herbrragni Ne 2018-12-13-001 or 13.12.2018 r. WJI TCE
000 "Jnexrpontect”, arr.amx, Ne RA.RU.2LMM45 ot 28.01,2016 r.; IpOTOXONA TOKCHKOIOIHIECKHX
HCCnefoBaRult MeuumEcKoro manenus Ne 44196 or 06.12.2018 r. JlaGoparopubii uentp 000 "Llentp
Konrponsa Kauecrsa OHILT", art.axk. Ne POCC RU.0001.21PK75 ot 12.08.2014 T.

Permcrpamyorsoe yaoctonepernc Demepamsiofl ciyxObl MO Hamopy B cliepe 3APaBOOXPAHEIHS
(POC3HPABHATI3OP) Ne P3H 2020/9612 ot 20.08.2020 .

(unchopMaIwIs 0 UDKYMCIITAX, SBATIOIHIKCSE OCHONMINEN AAM EPIEATIT ACKIZPAINI)

Hara opruaTtHg geknapamun | 28.08.2020
Jexnapanss o COOTBETCTBUM AEiiCTRUTENBHE [0 28.08.2023

Iincysoesa Encna Buxroponua
(vERIHANEL, (anMiTms)

JPEIHCTPUPOBATIICID ALKIAPILI)

».MI118.8.03324/20 o1 28.08.2020 pericTBYyeT H0 28.08.2023

(MTR PErUCTPRLEIIL i PEFCTRMLIOHILIT HOMED ﬂch‘napamm)

A A, Joxo

(monnrce, wANLIANE), (AT PYKOBOLWITEAA OPraHA IO CCPTHgIMALIT)




Ounopasoesti cremep EEA™ Auto Suture™ o mprmenenuem Texuonoren DST Series™ nus
XEpYPrAYECKEX ONeparyii NPy reMoppoe | MpoJace

1. Oxmopasoseit cremmep EEA™ Auto Suture™ ¢ npumenennem Texmonornm DST Series™ man
XUPYPrUueckux onepanui mpy TEMOPPOE 1 NpOTIAIICe 33 mm - 3,5 MM, B cocTaBe:

1.1. Ogaopasonerii nnpzcympm-m crerrep EEA™ Auto SuturelM ¢ npuMeHenneM Texnonorus DST Series™

L1 XAPYPrEHECKHX OIISpallHil IpH reMoppoe | Ipoiance 33 MM - 3,5 M.
1.2. OnopHELH CTEPIKEHR.

1.3, Hopt noeryra,

1.4, Axocxom.

1.5, Pacomuprrens.

1.6. MlHCTpYXIHS 10 OPAMEHEHHIO.

2. Opmopasosoit cremwiep EEA™ Auto Suture™ ¢ npmvenenuem Texmonorun DST Series™ s
XMpPYPrEYecKUux ooepanuil IpH reMoppoe | mponaice 33 MM - 4,8 MM, B COCTaBe:

2.1. OnpsopasoBeiit muprymsiprsnt cretrep EEA™ Auto Suture™ ¢ npivenernem Texmonorme DST Series™

LNt XEPYprHYECKHX ollepanuit npy remMoppoe ¥ rponance 33 mM - 4,8 mM.
2.2. OnopHSIiH CTEPKEHB.

2.3, Tlopt mocryna.

2.4. Asockon.

2.5, Pacmunpurens.

2.6. ViHCTpyKIA [0 IPHMEHEHHIO,

MecTo npon3BoACTBA:

1. Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA.

2. Celestica de Monterrey SA de CV, Calle Octava #102, Parque Industrial Monterrey, Apodaca, Nuevo Leon,
66600, Mexico.

3, Covidien (U.S.8.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731, USA.

MLIL Hnscyuosa Exena Buxtoposra

(uHEIHaTsl, (FaMUITH)
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CTPAIMH ACKIAPAUH O COOTBETCTBHA
<CDI/IKA (1 Y JEKTTAPUPOBAHW Ay, No RA.RUL1IMIT18

(HANMCHOBAIIIE ¥ 3/IPeC Oprana no cepridimans,

A "Bumcn oM Ne 3, xaprryc 1, aTax 3, oom.1, koM. 26 tenedon: +7 (495) 783-42-17

3APErACTPHNOBABIIEI0 TEKNAPALLTO)

3.VIN18.8B.03324/20 oT 28.08.2020 neicTayeT Ao 28.08. 2023

{(RATA PETHCTAINS! 5 PEFHCTPABIOHHENT HONMED ACKNAPALIL)

¢ ,a.\' B A Joxo
(nOANkCE, HHHUHANG, HAMIUIG PYROBOATTRILT OPraKa no ceprtidinaumi)




